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DETAILED ACTION 

Restriction Requirement 

1 . Applicant's Amendment, filed 05/27/2004, is acknowledged. 
Claims 2, 5-28, 33-50 have been amended. 

Claims 1-51 are pending. 

2. It is noted that claims 1 -21 are directed to the "use" of recombinant human 
antibody or antibody fragment directed towards at least one oxidized fragment of 
apolipoprotein B. "Use" claims are non-statutory under 35 U.S.C. 101 because the 
claimed recitation of a use, without setting forth any steps involved in the process, 
results in an improper definition of a process, i.e., results in a claim which is not a 
proper process claim under 35 U.S.C. 1 01 . See for example Ex parte Dunki , 1 53 USPQ 
678 (Bd. App. 1967) and Clinical Products. Ltd v. Brenner . 255 F. Supp. 131, 149 
USPQ 475 (D.D.C. 1966). See MPEP 2173.05(q). 

3. Therefore, claims 1-21 have been withdrawn from consideration as being drawn 
to non-statutory subject matter. If these claims are amended to recite statutory subject 
matter, the amended claims may be rejoined with the appropriate invention as set forth 
below. 

4. Restriction to one of the following inventions is required under 35 U.S.C. §121: 

I. Claims 22, 23, and 51, drawn to an antibody and a pharmaceutical composition 
raised against fragments of apo B100 comprising a variable heavy region of SEQ 
ID NO:1 and the variable light region of SEQ ID NO:2, classified in Class 530, 
subclass 387.1 , and Class 424, subclass 130.1 . 



Application/Control Number: 10/679,032 Page 3 

Art Unit: 1644 

II. Claims 22, 24, and 51, drawn to an antibody and a pharmaceutical composition 
raised against fragments of apo B100 comprising a variable heavy region of SEQ 
ID NO:3 and the variable light region of SEQ ID NO:4, Class 530, subclass 
387.1 , and Class 424, subclass 130.1 . 



III. Claims 22, 25, and 51, drawn to an antibody and a pharmaceutical composition 
raised against fragments of apo B100 comprising a variable heavy region of SEQ 
ID NO:5 and the variable light region of SEQ ID NO:6, Class 530, subclass 
387.1, and Class 424, subclass 130.1. 

/ 

IV. Claims 22, 26, and 51, drawn to an antibody and a pharmaceutical composition 
raised against fragments of apo B1 00 comprising a variable heavy region of SEQ 

. ID NO:7 and the variable light region of SEQ ID NO:8, Class 530, subclass 
387.1 , and Class 424, subclass 130.1 . 

V. Claims 22, 27, and 51, drawn to an antibody and a pharmaceutical composition 
raised against fragments of apo B1 00 comprising a variable heavy region of SEQ 
ID NO:9 and the variable light region of SEQ ID NO: 10, Class 530, subclass 
387.1, and Class 424, subclass 130.1. 

VI. Claims 22, 28, and 51, drawn to an antibody and a pharmaceutical composition 
raised against fragments of apo B100 comprising a variable heavy region of SEQ 
ID NO: 11 and the variable light region of SEQ ID NO: 12, Class 530, subclass 
387.1, and Class 424, subclass 130.1. 
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VII-XII. Claim 29, drawn to a method for preparation of an isolated antibody using 
a fragment library to for making specific antibody fragments against oxideized 
peptides derived from Apo B100, classified in Class 435, subclasses 7.1, and 
69.1. 

Applicant is required to elect one antibody with specific sequences for variable 
heavy region and the variable light region. 

XIII-XVIII. Claims 30-31, drawn to a method for amplification of an isolated human 
antibody using recombinant technology, classified in Class 435, subclasses 6 
and 69.1. 

Applicant is required to elect one antibody with specific sequences for variable 
heavy region and the variable light region. 

XIX. Claims 32-35, drawn to a method for passive immunization of mammals wherein 
an isolated human antibody comprises the variable heavy region of SEQ ID NO:1 
and the variable light region of SEQ ID NO:2, classified in Class 424, subclasses 
130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XX. Claims 32-34, and 36, drawn to a method for passive immunization of mammals 
wherein an isolated human antibody comprises the variable heavy region of SEQ 
ID NO:3 and the variable light region of SEQ ID NO:4, Class 424, subclasses 
130.1 and 139.1. 



Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 
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XXI. Claims 32-34, and 37, drawn to a method for passive immunization of mammals 
wherein an isolated human antibody comprises the variable heavy region of SEQ 
ID NO:5 and the variable light region of SEQ ID NO:6, Class 424, subclasses 
130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXII. Claims 32-34, and 38, drawn to a method for passive immunization of mammals 
wherein an isolated human antibody comprises the variable heavy region of SEQ 
ID NO:7 and the variable light region of SEQ ID NO:8, Class 424, subclasses 
130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXIII. Claims 32-34, and 39, drawn to a method for passive immunization of mammals 
wherein an isolated human antibody comprises the variable heavy region of SEQ 
ID NO:9 and the variable light region of SEQ ID NO: 10, Class 424, subclasses 
130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 
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XXIV. Claims 32-34, and 40, drawn to a method for passive immunization of mammals 
wherein an isolated human antibody comprises the variable heavy region of SEQ 
ID NO:11 and the variable light region of SEQ ID NO:12, Class 424, subclasses 
130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXV. Claims 32-34, and 41 , drawn to a method for passive immunization of mammals . 
wherein an isolated human antibody comprises the variable, heavy region of SEQ 
ID NO:19 and the variable light region of SEQ ID NO:20, Class 424, subclasses 
130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXVI. Claims 32-34, and 42, drawn to a method for passive immunization of mammals 
wherein an isolated human antibody comprises the variable heavy region of SEQ 
ID NO:21 and the variable light region of SEQ ID NO:22, classified in Class 424, 
subclasses 130.1 and 139.1. 



Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 
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XXVII. Claims 32-34, and 43, drawn to a method for passive immunization of 
mammals wherein an isolated human antibody comprises the variable heavy 
region of SEQ ID NO:23 and the variable light region of SEQ ID NO:24, Class 
424, subclasses 130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXVIII. Claims 32-34, and 44, drawn to a method for passive immunization of 
mammals wherein an isolated human antibody comprises the variable heavy 
region of SEQ ID NO:25 and the variable light region of SEQ ID NO:26, Class 
424, subclasses 130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXIX. Claims 32-34, and 45, drawn to a method for passive immunization of 
mammals wherein an isolated human antibody comprises the variable heavy 
region of SEQ ID NO:27 and the variable light region of SEQ ID NO:28, Class 
424, subclasses 1 30. 1 and 1 39. 1 . 



Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 
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XXX. Claims 32-34, and 46, drawn to a method for passive immunization of mammals 
wherein an isolated human antibody comprises the variable heavy region of SEQ 
ID NO:29 and the variable light region of SEQ ID NO:30, classified in Class 424, 
subclasses 130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXXI. Claims 32-34, and 47, drawn to a method for passive immunization of 
mammals wherein an isolated human antibody comprises the variable heavy 
region of SEQ ID NO:31 and the variable light region of SEQ ID NO:32, Class 
424, subclasses 130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXXII. Claims 32-34, and 48, drawn to a method for passive immunization of 
mammals wherein an isolated human antibody comprises the variable heavy 
region of SEQ ID NO:33 and the variable light region of SEQ ID NO:34, Class 
424, subclasses 130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 
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XXXIII. Claims 32-34, and 49, drawn to a method for passive immunization of 
mammals wherein an isolated human antibody comprises the variable heavy 
region of SEQ ID NO:35 and the variable light region of SEQ ID NO:36, Class 
424, subclasses 130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 

XXXIV. Claims 32-34, and 50, drawn to a method for passive immunization of 
mammals wherein an isolated human antibody comprises the variable heavy 
region of SEQ ID NO:37 and the variable light region of SEQ ID NO:38, Class 
424, subclasses 130.1 and 139.1. 

Applicant is required to elect a specific oxidized fragment for generating the 
antibody. 



5. Groups l-VI are different products. The products are patentably distinct because 
their structures, physicochemical properties and/mode of action are different, and they 
do not share a common structure that is disclosed to be essential for common utility. 
Further, search for one antibody will not anticipate nor will it render the other antibody 
obvious; thus they require non-coextensive searches in the scientific literature. There 
for each product is patentably distinct, and searching of these inventions would impose 
an undue burden. 

6. Groups l-VI and VII-XXXIV are related as process of making and product made. 
The inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make other and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
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(MPEP § 806.05(f)). In the instant case, the product can be made using an amino acid 
synthesizer or by various biochemical or recombinant techniques. 

Groups VII-XXXIV are different methods. The methods differ with respect ot one 
or more of ingredients, method steps, and/or endpoints; therefore, each method is 
patentably distinct. Furthermore, the distinct ingredients, method steps, and/or 
endpoints require separate and distinct searches. As such it would be burdensome to 
search these Inventions together. 

7. These inventions are distinct for the reasons given above. In addition, they have 
acquired a separate status in the art as shown by different classification and/or 
recognized divergent subject matter. Further, even though in some cases the 
classification is shared, a different field of search would be required based upon the 
structurally distinct products recited and the various methods of use comprising distinct 
method steps. Moreover, a prior art search also requires a literature search. It is an 
undue burden for the examiner to search more than one invention. Therefore restriction 
for examination purposes as indicated is proper. 

8. The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and a product claim is 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
include all the limitations of the allowable product claim will be rejoined in accordance 
with the provisions of MPEP § 821 .04. Process claims that depend from or 
otherwise include all the limitations of the patentable product will be entered as a 
matter of right if the amendment is presented prior to final rejection or allowance, 
whichever is earlier. Amendments submitted after final rejection are governed by 37 
CFR 1.1 16; amendments submitted after allowance are governed by 37 CFR 1.312. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
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claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 1 01 , 1 02, 1 03, and 1 1 2. Until an elected product claim is 
found allowable, an otherwise proper restriction requirement between product claims 
and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowed product claim will not be rejoined. See 
"Guidance on Treatment of Product and Process Claims in light of In re Ochiai, In re 
Brouwerand 35 U.S.C. § 103(b)," 1184 O.G. 86 (March 26, 1996). Additionally, in order 
to retain the right to rejoinder in accordance with the above policy, Applicant is advised 
that the process claims should be amended during prosecution either to maintain 
dependency on the product claims or to otherwise include the limitations of the product 
claims. Failure to do so may result in a loss of the right to rejoinder. 

Further, note that the prohibition against double patenting rejections of 35 U.S.C. 
121 does not apply where the restriction requirement is withdrawn by the examiner 
before the patent issues. See MPEP § 804.01. 

9. Applicant is advised that the response to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed. 

1 0. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 C.F.R. § 1.48(b) if 
one or more of the currently named inventors is no longer an inventor of at least one 
claim remaining in the application. Any amendment of inventorship must be 
accompanied by a diligently-filed petition under 37 C.F.R. § 1 .48(b) and by the fee 
required under 37 C.F.R. § 1.17(h). 
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1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chun Crowder whose telephone number is (571) 272- 
8142. The examiner can normally be reached Monday through Friday from 8:30 am to 
5:00 pm. A message may be left on the examiner's voice mail service. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Christina 
Chan can be reached on (571) 272-0841. The fax number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

12. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Chun Crowder, Ph.D. 



Patent Examiner 




September 19, 2005 



PRIMARY EXAMINER 



